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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1, 136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication, 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.G. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I )|3 Responsive to communication(s) filed on 05 April 2004 , 

2a)IEI This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1,3-16,18,19.21 and 23-31 is/are pending in the application. 

4a) Of the above claim{s) 9-1 3 and 19 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) |E1 Claim(s) 1.3-8,14-16,18.21 and 23-31 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)13 The drawing{s) filed on 16 Inarch 2001 is/are: a)IEI accepted or b)n objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.G. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . The text of those sections of Title 35, U.S. Code not included in this action can be 
found in a prior Office action. 

2. The objection to the claim for priority on page 1 of the specification is withdrawn, 
in light of its amendment. 

3. The objection to the specification for failing to comply with 37 CFR L821-1 .825 
is withdrawn, in light of the insertion of sequence identifiers in the appropriate locations. 

4. The objection to claims 20 and 21 is withdrawn, in light of the cancellation of 
claim 20. 

5. The objection to claim 22 is withdrawn in light of its cancellation. 

Claim Rejections - 35 USC § 112 

6. Claims 1, 3-7, 14-16, and 18 remain rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention, for the reasons of record stated in 
the Office action mailed July 1, 2003. Applicants traverse the rejection in the paper 
submitted 29 September 2003. Applicants' arguments were fully considered but not 
foimd persuasive for the rejections maintained and discussed below. 
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Claim 1 was rejected because the recitation, "is expressed primarily under heat 
shock conditions" made it unclear whether the isolated nucleotide sequence also 
comprises a heat shock promoter. Applicants argue that one skilled in the art would 
know what promoters to use to express the nucleotide sequence at times of stress 
(response, page 10, 3^^ full paragraph). However, the rejection was questioning if the 
native nucleotide sequence encoding it is induced under heat shock conditions. Further, 
the recitation is supposed to be characterizing the protein, not the nucleotide sequence. 
As it is clear that one skilled in the art may attach any desirable, isolated promoter to any 
isolated nucleotide coding sequence, it was not clear how the recitation was further 
characterizing the regulatory protein. 

Claim 14 was rejected as indefinite because the last recited method step was 
inconsistent with the preamble. Applicants argue that the claim amendment alleviates the 
rejection (response, page 11,2"^ full paragraph). However, the amendment only indicates 
that transgenic plants are regenerated from the transformed plant cells. The last step does 
not result in an increase in plant tolerance to heat and drought. It is suggested that the 
recitation, ~, wherein expression of said protein in the transgenic plant increases heat and 
drought tolerance— be inserted in the last line after "cells". 

7. Claims 1, 3-8, 14-16, 18,21, and 23-31 remainrejectedunder 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention, for the reasons of record 
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stated in the Office action mailed July 1, 2003. Applicants traverse the rejection in the 
paper submitted 29 September 2003. Applicants' arguments were fully considered but 
were not found persuasive. 

Applicants argue that the Examiner merely notes that the specification fails to 
describe a nucleotide sequence other than SEQ ID NO: 6 and that because "high 
homology" and "high stringency" are not defined the structural relationship between the 
claimed nucleotide sequences and SEQ E) NO 6 is not defined. Applicants argue that 
they are not required to disclose each species encompassed by a claim and that the 
specification indicates that any nucleotide sequence encoding an EF-Tu polypeptides may 
be used in accordance to the invention (response, page 13, last full paragraph and page 
14, 1^^ full paragraph). However, the claims only indicate the protein encoded by the 
nucleotide sequence is expressed under heat shock conditions, is localized in 
chloroplasts, and that the nucleotide sequence can hybridize to SEQ ID NO: 6 under the 
recited conditions. The clams do not recite any function for the nucleotide sequence or 
the regulatory protein it encodes. The claim encompasses nucleotide sequences that can 
have any function, including those that are not described in the specification and not 
possessed by SEQ ID NO: 6. Applicants argue that the combination of coding function 
in conjunction with the hybridization conditions and knowledge of those skilled in the art 
on isolating and identifying claimed polynucleotides make clear that Applicants have 
described the claimed nucleotide sequences (response, page 14, 3^^^ full paragraph). 
However, the claims do not recite any function. 
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8. Claims 1, 3-8, 14-16, 18, 21, and 23-31 remain rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention, for the reasons of record stated in the Office action mailed July 
1, 2003. Applicants traverse the rejection in the paper submitted 29 September 2003. 
Applicants' argxmients were fiilly considered but were not found persuasive. 

AppUcants argue that the specification indicates that methods for isolating other 
polynucleotides are known to those of skill in the art will typically be based on screening 
for other plants with heat and drought tolerance and which express EF-Tu during stress 
(response, page 16, 1^* full paragraph). However, methods of isolating a nucleotide 
sequence are not methods of making it. See Bayer AG v. Housev Pharmaceuticals Inc.. 
68 USP02d 1001 (CA FC 20031 at page 1009 where it states, "We agree with the district 
court's conclusion that "processes of identification and generation of data are not steps in 
the manufacture of a final drug product."" 

Applicants argue, in response to the issue that the specification does not teach that 
all EF-Tu proteins increase heat and drought stress in plants, that certain passages on 
pages 7 and 1 1 of the specification teach that the EF-Tu can be any of the family of 45kD 
heat shock proteins including SEQ ID NOs: 1-3, and those substantially equivalent 
thereto, and that synthesis of chloroplast EF-Tu stabilizes plants during stress (response, 
paragraph bridging pages 17-18). However, the specification teaches that multiple 45 kD 
heat shock proteins were synthesized in the chloroplasts of the heat and drought tolerant 
maize line ZPBL 1304, with the protein encoded by SEQ ID NO: 6 being just one. The 
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specification does not show that transgenic plants expressing only SEQ ID NO: 6 have 
increased drought and heat tolerance. 

In response to the issue that claim 7 encompasses non-plant eukaryotic cells. 
Applicants argue that the specification teaches that Example 5 teaches the expression of 
EF-Tu in E. coli (response, page 18, 2"*^ and 3^^ full paragraphs). However, the rejection 
raised the issue of lack of enablement of non-plant eukaryotic host cells, and the Office 
action suggested limiting claim 7 to bacterial and plant host cells. 

9. Claim 1 remains rejected under 35 U.S.C. 102(b) as being anticipated by 
Murayama et al. (Plant Mol. Biol, 1993, Vol. 22, pages 767-774) , for the reasons of 
record stated in the Office action mailed July 1, 2003. Applicants traverse the rejection 
in the paper submitted 29 September 2003. Applicants' arguments were fully considered 
but were not found persuasive. 

Applicants argue that there is not teaching that the protein is expressed under heat 
shock conditions, and that the reference does not suggest the role of EF-Tu in conferring 
heat and drought tolerance (response, page 19, 3""^ fiill paragraph). However, the property 
of being expressed under heat shock conditions is inherent to the protein, absent evidence 
to the contrary. Further, the discovery of a new role or property of a prior art product 
does not make that product patentable. That the nucleotide sequence disclosed in the 
reference can hybridize to instant SEQ ID NO: 6 under conditions equivalent to those 
recited in claim 1 is a property that is also inherent to the sequence. The structure of the 
nucleotide sequence disclosed in the reference is not changed by any newly discovered 
role or property. 
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Summary 

10. Claims 1, 3-8, 14-16, 18, 21, and 23-31 remain rejected. Non-elected claims 9-13 
and 19 remain withdrawn from consideration. 

1 1 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no event, however, will the statutory period for reply expire later than 
SIX MONTHS from the mailing date of this final action. 

Contact Information 

Any inquiry concerning this or earlier communications from the Examiner should 
be directed to Ashwin Mehta, whose telephone number is 571-272-0803. The Examiner 
can normally be reached from 8:00 A.M to 5:30 P.M. If attempts to reach the Examiner 
by telephone are unsuccessful, the Examiner's supervisor. Amy Nelson, can be reached at 
571-272-0804. The fax phone numbers for the organization where this appHcation or 
proceeding is assigned are 703-872-9306 for regular communications and 703-872-9307 
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for After Final communications. Information regarding the status of an application may 
be obtained from the Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either Private PAIR or 
Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




June 7, 2004 



Ashwin D. Mehta, Ph.D. 
Primary Examiner 
Art Unit 1638 



